REMARKS 



In response to the Final Action dated My 28, 2009, and subsequent to the filing 
of a Response under 37 CF.R. §1 J 16 on October 21, 2009, Applicants respectfully submit the 
foregoing supplemental amendments to the specification and the claims. 

Specifically, the specification has been amended to include the deposit 
information for the hybridomas that secrete monoclonal antibodies 16H2 and 20F8. The deposits 
were made on May 20, 2003 with ECACC, as evidenced by the attached ECACC documents 
stating that the deposits were accepted by ECACC as patent deposits in accordance with the 
Budapest Treaty of 1977. 

Applicants further submit that all restrictions on availability of these hybridomas 
to the public will be irrevocably removed upon the granting of the patent based upon the 
captioned application and the hybridomas will remain permanently available for a term of at least 
5 years after the most recent request for the furnishing of a sample, and in any case, for a period 
of at least 30 years after the date of deposit or for the enforceable life of the U.S. patent 
whichever is longer. In the event that the hybridomas become non- viable or are inadvertently 
destroyed, such will be replaced with viable hybridomas of the same taxonomic description. 

Further, claims 18 and 23 have been amended to insert the accession numbers of 
the deposited hybridomas. Additionally, claim 18 has been amended to delete the language 
"mutant or variant thereof \ 

No new matter is introduced by the foregoing amendments. 
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In view of the foregoing amendments and remarks, it is firmly believed that the 



subject application is in condition for allowance, which action is earnestly solicited. Should the 
Examiner believe that a telephone discussion will be helpful in resolving any outstanding issue, 
the Examiner is requested to contact the undersigned at the number indicated below. 



Scully, Scott, Murphy & Presser, P. C. 
400 Garden City Plaza, Suite 300 
Garden City, New York 11530 
Telephone: (516) 742^4343 
XZ:ab/dk 

Enc*: ECACC deposit documents. 



Respectfully submitted, 




Xiaochun Zhu 
Registration No. 56,3 1 1 
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Centre for Applied Microbiology and Rts&arbh 

and 

European Collection of Cell Cultures 



This document certifies that 
Hyfaridoma LM04 16H2.C1 .B8 
Deposit Reference 03052001 

has been accepted as a patent deposit, in accordance with 
The Budapest Treaty of 1977j 
with the European Collection of Cell Cultures on 
20 May 2003 




Or D H Lewis 
General Manager 
ECACC 



European Collection of Cell Cultures, CAMR, Saiisoury, Wiltshire SM 0J6 UK. 

Tel: 44 to! 1380 612512 Fax: 44 (01 imo 611315 Era* ecadc@catnwrfl.ok Wei Sits: eocc.org.uk 



Centre for Applied Microbiology and Research 

and 

European Collection of Cell Cultures 



Thi$;#«^»^^.^ifiBs..ti5.at; . 
HyWdpmi LM04 20F8.B2.C8 
Deposit R^i-ence03Q52002 

has been accepted as a patent deposit, in accordance with 
The Budapest Treaty of 1977, 



DrD H Lewis \ 
Generaf Manager 
ECACC 



( VWii ! Colteticsi of Ce!! Cultures, CAMft. Salisbury, Wiltshire SP4 OJG UK. 

x»a Tel: WBH8B0 812512 FS*;44«8 1980.611315 Emstl; w.8a@c6mr.orj.uk mBteWMMcytk. 




> on 



20 May 2003 




"APPENDIX 3". 

•BUDAPEST TREATY ON TUB IMTEaNATXOtmL 
RECGGWITlQli Ot* THK DEPOSIT :OF M<^RfiAMt.$WS 
i.FOR THE PURPOSES OP PATENT -PROCEDURE. 



TO 
DR L 



WILSON 



INT ERMAT I OH A L FORM 



"WALTER ft .ULXSA HALL INSTITUTE OF 
POST OFFICE 

ROYAL MEIiBOUBflS HOSPITAL . 
i'PARKVILi>B 



or DEPOSITOR 



-.5: Vv . 



I DEW XI FI CATION OF THfi MICROORGANISM 



Identification reference given by the 
DEPOSITOR: 



LM04 20F£.B2,C8 



Acc^oio^ nnrcber given, by the 
INTERNATIONAL DEPOSITARY AUTHORITY : 

03052302 



SCISKTIFIC ..DESCRIPTION At*P/CR PROPOSED TAXOSQWIC pB§I#$¥riOSJ 



She Bi.croorganisnt identified ;\in<le.r ; ,J, : above was .aecopanieci hy i 



ffi. 1 A scientific description 
I 1 A proposed tartenamic. designation 



(ttarfc with a cross vfhere ^ppiic.abie} 



I II , RECEIPT AND RECfiPttAHCE 



Thli international Depository Authority accepts the microorgar4^ ictoUfie*. undent above, 
^rhioh was received fey it on Z0 May 2003 < d * fce of the or ^ lftai 



;jy,, BSCRIPt OF REQUEST FOR COS VERSION: 



^mc^^im ittUtiiU* ^nder I above-m* received by this Xnt^^Oa^, 
Depositor* Aut^ity on , m wxM Jto>mU 

■^fequest to convert the original deposit to a deposit under the Budapest 'lr eat y 
.^r?eceiv^ by it on *4"tl of receipt of -NtqnMt for conversion} 



IV, INTERNATIONAL DEPOSITORY AUTHORITY 



: or D H Lewis 



Add SCACC 

Porton Down 



signature ts| of personal having the power, 
to represent the Inter national Depository 
Au i ho r I or Of a> fch or t v.ed; of f '£ c i s { 8 i " : ' 



';:;>• 



Date; 



1 Uhere Huie <M*d) applies, such <Jate is the- date on tfhich the states ol Inter national depositary 
authority was acquired 



Form BP/4 (sole page) 



1991 



Page H 



BUDAPEST ^TRHJATY Of? THE StiTBaBATIOWAL 
REC0GiUT£01f OF TSE DEPOSIT OF MICROORGANISMS 
FOR THE PURPOSES OF PATENT PROCEDURE 

INTERKATIGWAL FORM 



TO 

DROL; WILSON 

WAITER £ ELISA KALL INSTITUTE OF MB 

POST OFFICE 

ftbSTAL MELBOURNE HOSPITAL 
PARKVXLLE 

AUS.T?&RA 

MAWS AND A DURESS OF THE PARTY' 
TO WHOM THE VIABILITY OF STATEMENT 
IS ISSUED 



VIABILITY STATEMENT 
Issued pursent to Rule .10,2 by the 
INTERNATIONAL DEPOSITARY AUTHORITY 
identified on the following page 



J. DEPOSITOR 


II. IDENTIFICATION OF TitE MICROORGANISM 


WALTER & ELISA MALL INSTITUTE OF MS 

POST OFFICE 
•Address ? ROYAL MEf- BOURNE HOSPITAL 
PARKVlLL.E 
VIC 

AUSTRALIA 


Accession number given i>y the 
INTERNATIONAL DEPOSITORY AUTHORITY; 

030S2OO2 

mtv> of the deposit ox of the transfer.:. 

20 May 2003 



II, 'VIABILITY STATEMENT 



The viability of the faicxtor?tini£«ii identified under II above was tested 

°^ 20 May 2003 *■ On that date, the said microorganism was 

EjLj 3 viable 

C3- 



no longer viable 



1 tnciica'tG the date o.t the original deposit or, where a new deposit or a transfer has been 
ffi&gcjV the most relevant date {date of the neW deposit or date of the transfer . 

2 in^ the cases refetted to in Rule 10,2 {*)■ {ill and <Ui>, refer to the most recent, viability 

3 Hark ivifch s cross the applicable bo* , 



Form BP/* {first page) 



CONDITIONS UK&BR WHICH THE VIABILITY TEST HAS SEW PBRFQtWSb * 



XI,, 



iWE^TTQSifti. DEPOSITARY AUTHORITY 



Address: 



£CA£C CftMft 
Port on Down 
Salisbury 
»iie shirt 

SP4 GJG.. 



signature ts) ol pec son' is) having tTr.c -poytet 
to represent: the International tiepp?itary 
/vuthor.ity ;ox of isu th^xzed / off ieia 1 is) : 




4 Hit in if the information h«* been ^quested and if the eMUtt* of the test mm negative, 
form BP/9 (second and last page) 



Cii^ificate of Analysis 




03/K/Oll 



TcstDesciiption: 



Cell Count, Viability and conftuency of c.elisoh r^uscifatioti from frozen. 



Acceptance Criterion/Specif ten Hon: were judged acceptable if they meet two of the following 



criteria: 
o >70*/o viable ceils 
« >2x loSfobte celts/ml 
* confluent m 2 days 



Date; 
Result: 



09/01/04 



Viable Cell Count: : • jpxp^ellsW- : 
Percentage Viability; . , Jl% . . 
Confluent in; y Good Giix)^li in 2 clays 

j " The Detecdoirof Mycoplasma by' ^ Serum Agar m 

m MycoplasmaJrloOT Scrum Broth. 
SOPiQC/MYCO/0l 

nee Criterion/Sped flcation ; positive conirolf {Kl.pmmmnae & hi ovale); 

musrsh.ow evidence of mycoplasma by typical colony formation on agar plates. Broths 
are subcultured onto Mycoplasma Pig Serum Agar where evidence of mycoplasma by 
typical colony fomusiion t$ evaluated- AH negatlw control agar plates must show no 
evidence -^-HiiM^M^wtii; ;■ •• 




Date: 
Resit U: 



D9/02/04 



Positive Control; 
Negative Control: 
Test Result: 
Overall Result; 



Positive 
Negative 
Negative 
PASS 
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Certificate of Analysis 



Product Description 
Lot Number 



LM04 16H2XL.B8 
03/K/Oll 



Test Description: .Detection ortMycopMsmft iising a Vero indicator ceJI line and Hocebst 33258 
fluorescent d&ection system. 

Aeceptance GH^Ho»/Specin^<ipn: The Vero cells in the negative control are clearly seen ns 
fluorescing, nuclei with no cytoplasmic fluorescence, Positive control {M ayah) must 
show evidence of mycoplasma as fluorescing nuclei pJus extra nuclear fluorescence of 
mycoplasma DNA. Positive test results appear as extra nuclear fluorescence of 
mycoplasma DNA, Negative results show no cytoplasmic fluorescence. 



Test Number: 

Date; 

Result: 



28717 
1.9/01/04 

Positive Control: 
Negative Control' 
TestResult: 
Overall Result: 



Positive 
Negative 
Negative 
PASS 



Test Oeseiiptioni 



Sterility Testing ofCell Banks (SOP ECACC/048) 



Acceptance Crilet'tou/Specificntioni All positive controls (Bacilfh subtthis and CwtMa 
a(b;rcam) show evidence of microbial growth (turbidity) and the negative controls show no 
evidence of microbial growth (clear). 

The criteria for a positive test is turbidity in any of the test broths, All broths should be clear for 
uegaiive test result. 

Test Number: 28717 



frate; 
Result; 



12/12/03 

PosjtK'c Control: 
NegaiiyeControJ: 
Test Result: 
Overall Result; 



Positive 
Negative 
Negative 
PASS 



Test Description: 



Monoclonal A ntibody Jsotypmg, 
SOF* ECACC/GI9 



Acceptftiice Criterlon/Specmcatton: The light chain and isotype detected match those 
expected. A band appears in the positive comroi region. 

Test Number: 28717 
Date: 22/0.1/04 
Result: 

Positive Control : Positive 
Expected Resnh: Unknown 
Test Result: jgG2a 



Arborised byuU.^A^l}. ttt.^CACC, lieatl of Quality. J^kV;... Date 
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Certificate of Analysis 



ProOitet Description LM04 20F8.B2.CS 

LotNumber O3/K/012 



Test Description: Cell Gaunt, Viability and confiu^tey of c.ai& otvresusctjat^n from frozen. 

Acceptance Ciitenp»/S|>ccif1cattoii: were judged acceptable if they meet two of the following 
criteria: 

© >7Q% viable colls 

® >2x ID 6 viable cells/ml 

* confluent in 2 days 



1,02 xiO 7 cells/mi 
GoodQiWth in. 2 clays 

Test Description: The Detection of Mycoplasma by Isolation on Mycoplasma Pig Serum Agar aid 

in Mycoplasma Horse Serum Broth. 
SOPQC/MYCO/ai 

Acceptance Criterion/Specification; Ail positive controls (Af pneumoniae AM omk} 
musl show evidence of mycoplasmaby typical colony formation on agar plates. Broths 
are subculture^ onto Mycoplasma Pig Scrum Agar wiicre evidence of ntyc.oplasnia by 
tyj>ical fcobny formation isevaUiated. All negative control agar plates must show no 
evidence of nncmbia I ..growth. 

The criteria, fora positive test result is evidenceof mycoplasma by typical colony 
fprmatbn on agar. A negative result will show m sucirevidencc, 
TestNrM"ber^ -28716.. 
. Daiet G9/Q2/04 
Result; 

Positive Control; Positive 
NegatJ ve Control: Negative 
Test Result: Negative 
Overall Result: PASS 



J>ale: 09/0 )/04 

Result 

Viable Cell Count: 
Percentage Viability: 
Confluent in: 



Authorised b^J^^ of QWity, Dale 
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Certifie&te of Analysis 



Product Description 
Lot Number 



LM84 20F&RXC8 
G3/&/012 



Test Description: Detection of Mycoplasma using a Vero inclipator cell line and Hoeehst 33258 

il uor escent detect ron system. 
SOPQC/MYCO/07 

Acceptance Criterloii/Spccificatioft: The Vero cells in the negative control are clearly seen as 
fluorescing nuclei with noeytoplasmic fluorescence. Positive control {M, orate) must 
show evidence of niycoplasrruVas fluorescing nuclei plus extra nuclear fluorescence of 
mycoplasma DNA, Positive test resuHs appear as extra nuclear fluorescence of 
mycoplasma DNA. Negative results snow no cytoplasmic fluorescence. 



Tiest Nnoibeit 

Date; 

Result: 



28716 
WO 1/04 

Positive Control: 
Negative Control; 
Test Result: 
Overall: Result: 



Positive. 
Negative 
Negative' 
PASS 



Test Description; 



Sterility Testing of Cell Banks (SOP ECACC/04S) 



Acceptance Criterion/Specification; All positive controls {Baclllh wfttrhis mid Candida 
aihicom). show evidence . of in icrobial greulir (turbidity) and the negative controls show no 
evidence of microbial . growth (clear). 

The criteria for a positive test is turbidity m any of the test broths. All broths, should be clear for 
negative test result, 



Test Number; .28716 
Date;. 12/12/03. 
Result: 

Positive Control: Positive: 
Negative Control: Negative 
Test Result Negative 
Dverall'Result: PASS 



Test Description: Monoclonal Antibody Isotyping, 

SOPECACC/019 

Acceptance Criteiion/Specineationr The light chain, and rsotype detected match those 
expected. A baud appears in the positive control region. 

Test Number; 2$ll$ 
Bator 22/01/04 
Result: 

Positive Control: Positive 
Expected. Result: Unknown 
Test Result: !gG2a 

Authorised by ^ : ^£Xl..,;Ay^ECACC, Head of ^■tttyJi&fe Date 
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